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Three-pronged approach to accelerate diagnostics uptake
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Lessons learned from Xpert introduction
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B‘ WHO Policy update and Implementation Manual

M Including:

Automated real-time nucleic acid
amplification technology for rapid
and simultaneous detection of tuberculosis
and rifampicin resistance:

Xpert MTB/RIF assay for the diagnosis
of pulmonary and extrapulmc E
in adults and children n

Updated guidance on selection of target
patient groups and positioning of machines

DIA = |mproved budgeting guidance
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DRUG-RESISTANCE T UBERCL = Annex of SOPs for processing extrapulmonary

TBHIV Y
Q Technical and operational ‘how-to’: .
practical considerations specimens

TB

MYCOBACTERI

B
NEW DIAGNOSTICTESTS

IMPLEMENTATION MANUAL

DRUG-RESISTANCE

World Health

Organization ACCURACY

RAPIDTBTEST

MOLECULAR DIAGNOSTICS

# Organization




o
GLI training package gl
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e GLI partners, including CDC, FIND, USAID, KNCV and WHO, have
developed training modules on Xpert MTB/RIF, combining modules
and products of FIND, KNCV and Cepheid gI°

¢ MOdUIQS: Module 11:
Clinical guide to Xpert MTB/RIF

Overview of TB and TB diagnostics
Biosafety
Collection and transportation of specimens

Supplies management Country customisation

Installation

GeneXpert technology and Xpert MTB/RIF proced| L LT T T -
Results interpretation and database management = | —=mer
Recording and reporting ==
Troubleshooting S o ——
Maintenance - =t
Clinical guide to Xpert MTB/RIF

Quality assurance Access them here: www.stoptb.org/wg/gli/




Training

Training & Xpert implementation
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Implementation

United Republic of Tanzania
National Approved Training Curriculum
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The RTLC training is intended to
provide learners with the practical
skills required to perform the Xpert
MTB/RIF test assessments; at least
50% of the RTLC training is
practical, and includes an onsite
supervision visit.



Training: blending traditional and modern approaches

A slide set is not enough

Adult education principles

Selection, training (and ongoing mentoring) of trainers - teachback
Practical, task-based approach

Competency assessment/certification of trainers and users

Training matched to job function
Train the right people, design the right training

Refresher training
Updates, e.g. extrapulmonary TB, change in algorithm
Online/mobile training options

Training planning and logistics management

JOIN THE ONLINE
WY LEARNING REVOLUTION
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Key Components of Xpert MTB/RIF
uality Assurance Program

Uninterrupted

Good quality
supplies

competent staff . Labelled with
Maintained and Appropriate unique ID Turnaround time

functional Test user is .
serviced transport and Test working Lab’s work .
Temperature documented e Completed Results review

properly checked by
control Current SOPs conditions request form another lab
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Global Laboratory Initiative
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Common challenges in operationalizing QA

IEW OF SLMTA

A cereditation

(S)USAID  TBCAREI
External Quality Assurance package

Lack of clear, standardised procedures

Activities done inconsistently and/or not documented

(on-site supervision, rechecking)

Activities done, no result analysis, no feedback or corrective actions (quality indicators)
Lack of equipment maintenance

Poor budgeting for QA

Lab and clinical quality indicators not integrated
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Closing the gap: feedback for quality improvements

PLAN:
Leadership
Policy

Product selection
Gap analysis
Planning and
budgeting

EVALUATE:
Use data

Evaluate impact
Maintain and

Accurate,
reliable and
timely
results

L. o

IMPLEMENT:
Training
Process control
® MONITOR: Site assessment
Implementation Feedback and quality
targets improvement
Quality indicators Logistics

Patient impact



Quality assurance

User competency assessment
Method validation

Instrument verification

Quality control

New lot testing

External quality assurance (assessment)
* Proficiency testing
* Blinded re-checking
* On-site supervision

B Monitoring quality indicators

M Overall Quality Management Systems
approach
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B Invalid result rake B No result rake

M Errar




2000 +

B What does this graph show?

Quality Assurance
Quality Indicator Monitoring

= Increase in contamination rate

New staff

Source of specimens
Poor storage/transport
Contaminated reagents

= Total No. of cultures
= No. MTB positive
= No. contaminated or no result

Understanding data for decision-making
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Site supervision

FINDE

Because diagn osis matters

Quality Assurance Planning Tool CLEAR DATA

Regular on-site supervision is a key component of quality assurance for all laboratory tests.
This tool is intended to assist programme managers to plan human and financial resources required to conduct regular on-site supervision. The tool may be used by TB, H

= INPUTS
Country of work Tanzania, United Rep. of 4 Enterthe country you want to do the analysis for
Local currency £ This will autocomplete with the currency of the country selected above
Donor currency £ Enter the currency of the funding agency / donor; or an alternate currency that will be used for budgeting purposes

Number of testing sites & Enter the number of laboratories / testing sites to be included in the on-site supervision programme

Number of supervision visits planned per site each year 3 £ Enter the intended number of visits to be conducted per site each year

Average length of each supervision visit (no. days) £ 4 Estimate the average length of time (in days) to be spent at the testing site, excluding travel and preparation time

Average travel time per visit (no. days) . 4 Estimate the average length of time (in days) spent travelling to sites

Average time per visit spent on preparation, reporting and follow up (no. days) .. 4 Estimate the average length of time (in days) spent preparing for each visit, completing the report and providing feedback and follow up to sites after the visit
Number of supervisors conducting each supervision visit 4 No. staff conducting each supervision visit. Change this value if more than 1 supervisor/QA officer usually conduct each supervision visit together

Number of working days per year £~ Change this value if the average number of working days per year in your country is different

Supervisor/QA officer per diem rate 4 Use the recommended Ministry of Health per diem in the country for the staff level most commonly conducting on-site supervision.
You can enter this information in the local currency OR in the donor currency.

Total transport cost per day for supervision (fuel, driver per diem, and other < Estimate the total cost of transport by adding the cost of fuel, driver per diem, and other costs as applicable.
costs as applicable) Adjust based on the country situation and usual mode of transport.

OUTPUTS

No. person working days per year needed for supervision visits £ Number of working days required to complete site visits each year

No. Quality officers needed for supervision < Full time equivalent number of guality officers (assuming 100% time spent on supervision)

Annual cost of supervision visits 1,542,169 USD 4 This the estimated total cost of running the on-site supervision component of the Quality Assurance programme for 1 year

No. person working days per year needed for supervision visits 640 < Number of working days required to complete site vi:

Mo. Quality officers needed for supervision £ Fulltime equivalent number of quality officers (assur
Annual cost of supervision visits 169,984,000,000 TZS 61,687 USD & Thisthe e




On site-supervision: standardised checklists

B How to manage data?
B How to integrate all relevant QA data?
B Who needs what data for decision-making?

GeneXpert implementation FiND

reoarmMmaAan

SMALL DATA
Versus
BIG DATA

lallation & Early Routine
raining implementation testing

fation  Pre-installat Installation Comprehensive Quarterly Program Comprehensive Quarterly
hecklist checklist checklist checklist evaluation checklist checklist
Trainin: g &
Installat Supervision checklist  Pre-handover mpetency Supervision checklist
checklist .
Training g & Trainin g& /| assessments
mpetency competency
ments assessmT O /_))-kmd over O
W (]/ ‘]( T ’
'—I tallat hecklist Comprehensive Supervision Quarterly Pre-handover
Clinical Pre-installation checklist "> = @ on ChecKls checklist checklist checklist checklist
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EQA Lab indicators

Supervisory visits \

Control results

How to make QA data work?

No monthly
stats reported
Non- or poor
Aim for a comprehensive tool to conformities performance

since last visit Consumption

data

integrate data from:

Site visits: non-conformities, S ents

corrective actions and feedback

EQA results and corrective actions
Monthly lab statistics (use to Integrated reporting
target poorly performing sites for

on-site su perV|S|on) Targeted expert supervision to individual

labs

Management and systems issues across
labs

Better feedback to labs for quality
improvements



Impact of doing/not doing QA

How to measure impact?
* to ensure uptake of recommended activities
+ To motivate for need and funding among MOH, donors and partners

What is the cost of not doing QA?

Tools to ease the reporting and data management burden and assist in
interpretation of problems and corrective actions

Systems approach

Learn from laboratory —based QA programmes to expand to non-
laboratory settings
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W b

B Who is responsible for maintenance? O
+ MOH (NTP, NACP)
¢ Individual facilities

* Partners
-
M How to coordinate? R i
B Technical support by supplier Ejé:r_.g.?‘:‘:.:::m._,_.i:m: yd
B Remote calibration SR PR
B Maintenance contracts versus module rej r ilure
» Costing analysis ..........: §~E ' '
+ Service interruption e g——-—:
\ B >

Pre-handover
checklist
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W b

B Among countries, people and donors
B Funding for equipment maintenance
|

What data do we have to show impact of doing / not doing
maintenance?
Is maintenance cost-effective?

Ci hand: time for mai based on 96 tests per day, 20 working days per
month.
22:30
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E 1500
£
g 12:30
10:00
. , J. Phys. Ther. Sci.
Original Article 26; 667562, 2014 § i
Lack of Maintenance of Shortwave Diathermy
Equipment Has a Negative Impact on Power Output 5:00
2:30
RINALDO ROBERTO DE Jesus GuIRRo, PhD' 9", ELAINE CALDEIRA DE OLIVERRA GUIRRO. PhD" %,
NATANAEL TEIXEIRA ALVES DE Sousa. PTY
N . 2000 Viper XTR cobas 4800 Tigris Panther
bla v of P ap of Medicine and m
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Medical School of University of the Sao Paulo: Bandeirantes Avenue, 3900, Monte Alegre CEP Ratnam § et al. J. Clin. Mcroblol. 2014;62:2209.2304 . o
 14.049-900, Ribeirdo Preto, SP, Brazil 7 ) ) Journal of Clinical MICI'ObIOIOgy
? Po: Program in and Pery , Ribeirdo Preto Medical
Sciool of the University of Sdo Paulo, Brazil umalsASMora | Amesican Society for Al Riahts Reserved.




Our vision for connected diagnostics to help maximize impact

Healthcare _
e.g., electronic medical
records and mobile alerts

Public Health

e.g., epidemiological and
surveillance database
Global

Diagnostics
Data
Aggregator

Health System
Management

e.g., inventory
management systems

Standardised
interface for data
upload & transfer

Connected 3rd
party applications

Digital & non-digital
diagnostics

Device Management
and Quality Assurance
e.g., remote monitoring



Connectivity — cell phones
internet use (limited broa
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To all our partners, donors and patients...
THANK YOU
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